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DETAILED ACTION 

1. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
05/29/2007 has been entered. 

Notice of Amendment 

2. In response to the amendment filed on 05/29/2007, new claim(s) 47 is/are 
acknowledged. The current rejections of the claim(s) 30-46 is/are withdrawn. The 
following new and reiterated grounds of rejection are set forth: 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

4. Claims 30-47 are rejected under 35 U.S.C. 102(a) as being anticipated by Willard 
(US 5,964,732). 

5. For claims 30, 34, 43, and 47, Willard discloses a method of diagnosing lower 
urinary tract obstructions associated with the prostatic urethra (column 1 line 56 - 
column 2 line 40), comprising the steps of 
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• providing a diagnostic indwelling device assembly (1 00,1 00A,200,800) comprising 
an elongate support member slidably disposed within a lumen (101) of a 
physiologically responsive flexible wall segment (1 02) and a proximal end portion 
adapted to be anchored at a bladder neck of a lower urinary tract for urine ingress 
(column 6 lines 7-42, column 7 lines 1-10), wherein the assembly is reversibly 
receivable within the urethra (column 1 line 56 - column 2 line 40); 

• positioning the indwelling device for selective support of a prostatic urethra (column 
6 lines 9-15) such that said physiologically responsive flexible wall segment of the 
device transverses the prostatic urethra in furtherance of assessing prostate 
contribution to bladder outlet obstruction (column 1 line 56 - column 2 line 40); 

• manipulating a portion of said indwelling device by sequentially and incrementally 
returning portions of the prostatic urethra to an unsupported condition during a 
bladder voiding event (column 6 lines 1-7) so as to permit a prostate to 
physiologically act upon a prostatic responsive segment of said indwelling device 
and by sequentially and incrementally retracting said elongate support member from 
said prostatic urethra (column 18 lines 12-45, column 25 line 19 - column 26 line 
57); and 

• visually assessing fluid flow (via sensing elements 112, 212) comprising urine 
discharge associated with said sequential and incremental return of portions of the 
prostatic urethra to an unsupported condition and during selective, sequential 
withdrawal of said elongate support member from said lumen of said diagnostic 
urethral device. 
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6. For claim 31 , Willard discloses a method, wherein linear relationships among the 
structures of the lower urinary tract are ascertained during said sequential and 
incremental return of portions of the prostatic urethra to an unsupported condition 
(column 7 line 53 - column 9 line 19). 

7. For claim 32, 39-42 and 44-46, Willard discloses a method, further comprising 
monitoring/assessing urine flow during said manipulating, wherein said monitoring 
comprises visual assessment of said urine flow character, fluid flow pressure indication 
and recording, quantification of discharge pressure, quantification of discharge volume 
(column 7 lines 24-33, column 7 line 53 - column 9 line 19). 

8. For claims 33, 37, 38, Willard discloses a method, further comprising the step of 
obtaining a casting of the prostatic urethra, wherein said indwelling device is adapted to 
receive a casting agent (123) in furtherance of obtaining a casting of a prostatic urethra 
(column 24 lines 1-12). 

9. For claims 35 and 36, Willard discloses a method, wherein said manipulating 
permits sequential and/or incremental assessment of prostatic urethra patency (column 
1 line 56 - column 2 line 40). 

Response to Arguments 

10. Applicant's arguments with respect to claims 30-47 have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jeffrey G. Hoekstra whose telephone number is (571) 
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272- 7232. The examiner can normally be reached on Monday through Friday 8am to 
5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/J.HJ 

Jeff Hoekstra 
Examiner, Art Unit 3736 




